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that contracts with a provider to sup-
ply a service, either to the provider or
directly to a beneficiary, for which
Medicare reimburses the provider the
cost of the service. This includes orga-
nizations related to the subcontractor
that have a contract with the subcon-
tractor for which the cost or value is
$10,000 or more in a 12-month period.

[47 FR 58267, Dec. 30, 1982, as amended at 49
FR 13703, Apr. 6, 1984; 51 FR 34833, Sept. 30,
1986]

§ 420.302 Requirement for access
clause in contracts.

(a) Applicability. This subpart applies
to contracts—

(1) Between a provider and a subcon-
tractor and, where subject to section
1861(v)(l)(I)(ii) of the Act, between a
subcontractor and an organization re-
lated to the subcontractor;

(2) Entered into or renewed after De-
cember 5, 1980; and

(3) For services the cost or value of
which is $10,000 or more over a 12-
month period, including contracts for
both goods and services in which the
service component is worth $10,000 or
more over a 12-month period.

(b) Requirement. Any contract meet-
ing the conditions of paragraph (a) of
this section must include a clause that
allows the Comptroller General of the
United States, HHS, and their duly au-
thorized representatives access to the
subcontractor’s contract, books, docu-
ments, and records until the expiration
of four years after the services are fur-
nished under the contract or sub-
contract. The access must be provided
for in accordance with the provisions of
this subpart. The clause must also
allow similar access by HHS, the
Comptroller General, and their duly
authorized representatives to contracts
subject to section 1861(v)(l)(I)(ii) of the
Act between a subcontractor and orga-
nizations related to the subcontractor
and to books, documents, and records.

(c) Prohibition against Medicare reim-
bursement. If a contract subject to the
requirements of this subpart does not
contain the clause required by para-
graph (b) of this section, HCFA will not
reimburse the provider for the cost of
the services furnished under the con-
tract and will recoup any payments
previously made for services under the

contract. However, in order to avoid
nonreimbursement or recoupment, pro-
viders will have until July 30, 1983, to
amend those contracts entered into or
renewed after December 5, 1980, and be-
fore January 31, 1983, that do not con-
form to the requirements of paragraph
(b) of this section.

[47 FR 58267, Dec. 30, 1982, as amended at 49
FR 13703, Apr. 6, 1984]

§ 420.303 HHS criteria for requesting
books, documents, and records.

HHS will generally request books,
documents, and records from a subcon-
tractor only if one of the following sit-
uations exists and the question cannot
satisfactorily and efficiently be re-
solved without access to the books,
documents, and records:

(a) HHS has reason to believe that
the costs claimed for services of the
subcontractor are excessive or inappro-
priate.

(b) There is insufficient information
to judge the appropriateness of the
costs.

(c) There is a written accusation with
suitable evidence against the provider
or subcontractor of kickbacks, bribes,
rebates, or other illegal activities.

(d) There is evidence of a possible
nondisclosure of the existence of a re-
lated organization.

§ 420.304 Procedures for obtaining ac-
cess to books, documents, and
records.

(a) Contents of the request. Requests
for access will be in writing and con-
tain the following elements:

(1) Reasonable identification of the
books, documents, and records to
which access is being requested.

(2) Identification of the contract or
subcontract in which costs are being
questioned as excessive or inappro-
priate.

(3) The reason that the appropriate-
ness of the costs or value of the serv-
ices of the subcontractor in question
cannot be adequately or efficiently de-
termined without access to the sub-
contractor’s books and records.

(4) The authority in the statute and
regulations for the access requested.

(5) To the extent possible, the identi-
fication of those individuals who will
be visiting the subcontractor to obtain
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